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1
SYSTEM AND METHOD FOR TREATING
BIOLOGICAL VESSELS

INCORPORATION BY REFERENCE TO ANY
PRIORITY APPLICATIONS

This is a Continuation-in-Part of U.S. patent application
Ser. No. 13/761,525 filed on Feb. 7, 2013, which claims the
benefit of U.S. Provisional Application No. 61/596,618, filed
Feb. 8, 2012, the entireties of both of which are incorporated
by reference herein.

BACKGROUND OF THE INVENTION

1. Field of the Invention

The present invention relates to a system and method for
treating biological vessels and, more particularly, to an angio-
plasty balloon catheter having an expandable constraining
structure positioned over the balloon and configured for con-
straining balloon inflation thereby enabling isolated balloon
regions to protrude from the constraining structure during
inflation.

2. Description of the Related Art

Percutaneous transluminal angioplasty (PTA) is a proce-
dure in which a balloon catheter is inserted through an artery
and guided to the region of lumen narrowing. The balloon is
inflated to force the plaque material (typically fat and cal-
cium) against the wall of the artery to open the vessel lumen
and improve blood flow.

Angioplasty balloons are typically cylindrical when
inflated and have different lengths and diameters to conform
to different vessel sizes. The balloons are inflated at high
pressure, normally between 8-20 atmospheres, in order to
overcome the resistance of the plaque and achieve luminal
expansion.

High pressure angioplasty is often traumatic to the vessel
walls and can lead to vessel wall dissections. Such dissections
are common and can be severe and may require urgent sur-
gery or placement of stents. In addition, dissection may con-
tribute to poor long term clinical results and restenosis even if
a stent is placed in the treated lesion.

Dissections are usually attributed to several mechanisms
occurring during balloon inflation including shear forces
applied on the vessel walls as the balloon pleats unfold as well
as uneven balloon inflation which occurs as a result of the
non-symmetric nature of the vascular disease.

Shear forces result from balloon unfolding and an increase
in balloon diameter in the radial direction as the folded bal-
loon unwraps. As the folded pleats of the balloon open, the
layers slide over one another and apply tangential forces to
the lesion and/or vessel wall which can abrade the lesion or
vascular wall and in the worst instances cause dissections.

Uneven inflation results from the uneven nature of the
disease in the vessel. Angioplasty balloons are commonly
non-compliant or semi-compliant, and when semi-compliant
balloons are inflated against an eccentric lesion, the balloon
will follow the “path of least resistance™ and its diameter will
increase more in the less diseased sections of the vessel (caus-
ing a dog bone effect), often increasing trauma in these areas.

Due to the above limitations, standard balloon catheters are
also incapable of applying local forces sufficient to open to
resistant plaque regions and thus can be ineffective in provid-
ing ample patency in highly calcified lesions, such as those
prevalent in peripheral arteries.

Attempts to solve the above limitations of balloon catheters
by increasing local forces via cutting or scoring elements
(blades/wires) positioned on the balloon surface (e.g.
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US20040143287 and US20060085025) were somewhat suc-
cessful at opening resistant lesions but did not adequately
solve the aforementioned problems resulting from balloon
unfolding and uneven inflation.

Thus it would be highly advantageous to have an angio-
plasty balloon catheter configured for minimizing trauma and
dissection to the blood vessel walls as the balloon is inflated
as well as for enabling application of local forces to discrete
lesion regions that are resistant to opening.

SUMMARY OF THE INVENTION

According to one aspect of the present invention, there is
provided a system for performing angioplasty comprising: (a)
a balloon mounted on a catheter shaft; and (b) an expandable
constraining structure including a plurality of axial struts
crossing a plurality of radially-expandable rings, for con-
straining the balloon such that isolated balloon regions pro-
trude through openings in the constraining structure when the
balloon is inflated; the expandable constraining structure
being configured such that radial expansion of the radially-
expandable rings does not substantially alter a distance
between adjacent radially-expandable rings.

According to further features in preferred embodiments of
the invention described below, the expandable constraining
structure is also configured such that radial expansion of the
radially-expandable rings moves adjacent axial struts
attached to the adjacent radially-expandable rings in opposite
(axial) directions.

According to still further features in the described pre-
ferred embodiments, the radially-expandable rings are con-
figured with peaks and valleys forming an undulating omega
loop path.

According to still further features in the described pre-
ferred embodiments, the plurality of axial struts interconnect
the plurality of radially-expandable rings at the peaks and the
valleys.

According to still further features in the described pre-
ferred embodiments, the system comprises at least 4 axial
struts crossing at least 4 radially-expandable rings forming at
least 16 of the openings.

According to still further features in the described pre-
ferred embodiments, the expandable constraining structure
further includes first and second end rings for fixedly attach-
ing the expandable constraining structure to the catheter.

According to still further features in the described pre-
ferred embodiments, the first and second rings are connected
to terminal radially-expandable rings via N end struts, N
being half of a number of the plurality of axial struts.

According to still further features in the described pre-
ferred embodiments, the N end struts of the first end ring are
connected to peaks of a first terminal radially-expandable
ring, and the N end struts of the second end ring are connected
to valleys of a second terminal radially-expandable ring.

According to still further features in the described pre-
ferred embodiments, the N end struts of the first end ring are
connected to peaks of a first terminal radially-expandable
ring, and the N end struts of the second end ring are connected
to peaks of a second terminal radially-expandable ring.

According to still further features in the described pre-
ferred embodiments, N may be 2 or 3 or 4.

According to still further features in the described pre-
ferred embodiments, the plurality of axial struts are fabricated
from a super-elastic alloy having a thickness of from about
0.04 to about 0.12 mm.

According to still further features in the described pre-
ferred embodiments, the plurality of radially-expandable
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rings are fabricated from a super-elastic alloy having a thick-
ness of about 0.05 to about 0.12 mm.

According to still further features in the described pre-
ferred embodiments, the plurality of radially-expandable
rings are capable of radially expanding from a compressed
state of about 1 mm to an expanded state of at least about 5
mm and in some embodiments about 6 mm in diameter, or
from a compressed state of 2 mm to an expanded state of at
least about 8 or 10 mm and in some embodiments 12 mm in
diameter. In any case, the radially expandable rings have an
expanded diameter which is smaller than that of the inflated
balloon in order to enable the balloon to protrude through the
constraining structure and form the pillow-like structures
described herein.

According to still further features in the described pre-
ferred embodiments, the plurality of radially-expandable
form an undulating radial path when compressed and a linear
radial path when expanded.

According to still further features in the described pre-
ferred embodiments, a length of the expandable constraining
structure from the first end ring to the second end ring is
10-300 mm.

According to still further features in the described pre-
ferred embodiments, each omega loop of the undulating
omega loop path is composed of two contiguous sine curves.

According to still further features in the described pre-
ferred embodiments, the sine curve has a radius of 0.3-0.5
mm, such as at least about 0.35 mm or at least about 0.45 mm.

According to still further features in the described pre-
ferred embodiments, the isolated balloon regions protrude
about 0.1-0.7 mm from the radially outwardly facing surface
of the expandable constraining structure, such as at least
about 0.3 mm, and preferably at least about 0.6 mm.

According to still further features in the described pre-
ferred embodiments, the balloon is coated with a drug coat-
ing, which may also contain an excipient or excipients. The
excipient is an inactive substance that serves as the vehicle or
medium for an active drug substance.

According to still further features in the described pre-
ferred embodiments, the drug coating is applied on the iso-
lated balloon regions that protrude through the openings.

According to still further features in the described pre-
ferred embodiments, the isolated balloon regions protruding
through the openings are rectangular.

According to still further features in the described pre-
ferred embodiments, the isolated balloon regions protruding
through the openings are about 1-5 mm in length and 1-3.5
mm in width.

According to another aspect of the present invention, there
is provided a method of treating a body vessel comprising: (a)
positioning, in the vessel, a balloon disposed within an
expandable constraining structure including a plurality of
axial struts crossing a plurality of radially-expandable rings
being for constraining the balloon such that isolated balloon
regions protrude through openings in the expandable con-
straining structure when the balloon is inflated; the expand-
able constraining structure being configured such that radial
expansion of the radially-expandable rings: (i) does not sub-
stantially alter a distance between adjacent radially-expand-
able rings; and (ii) axially moves adjacent axial struts
attached to the adjacent radially-expandable rings in opposite
directions; and (b) inflating the balloon so as to enable the
isolated balloon regions to protrude through the openings and
contact a wall of the vessel while the plurality of axial struts
and the plurality of radially-expandable rings are displaced
from the vessel, thereby treating the body vessel.
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According to still further features in the described pre-
ferred embodiments, (b) is effected by inflating the balloon to
at least 3 atm.

According to still further features in the described pre-
ferred embodiments, the vessel is an artery and the treatment
is angioplasty.

According to another aspect of the present invention there
is provided a medical prosthesis comprising a substantially
tubular expandable structure including a plurality of axial
struts crossing a plurality of radially-expandable rings, the
expandable constraining structure being configured such that
radial expansion of the radially-expandable rings: (a) does not
substantially alter a distance between adjacent radially-ex-
pandable rings; and (b) axially moves adjacent axial struts
attached to the adjacent radially-expandable rings in opposite
directions.

The present invention successfully addresses the short-
comings of the presently known configurations by providing
aballoon catheter that includes a cage-like constraining struc-
ture designed for minimizing dissection-inducing stresses on
the vessel wall while enabling localized high pressure treat-
ment of dilation-resistant lesion regions.

Unless otherwise defined, all technical and scientific terms
used herein have the same meaning as commonly understood
by one of ordinary skill in the art to which this invention
belongs. Although methods and materials similar or equiva-
lent to those described herein can be used in the practice or
testing of the present invention, suitable methods and mate-
rials are described below. In case of conflict, the patent speci-
fication, including definitions, will control. In addition, the
materials, methods, and examples are illustrative only and not
intended to be limiting.

BRIEF DESCRIPTION OF THE DRAWINGS

The invention is herein described, by way of example only,
with reference to the accompanying drawings. With specific
reference now to the drawings in detail, it is stressed that the
particulars shown are by way of example and for purposes of
illustrative discussion of the preferred embodiments of the
present invention only, and are presented in the cause of
providing what is believed to be the most useful and readily
understood description of the principles and conceptual
aspects of the invention. In this regard, no attempt is made to
show structural details of the invention in more detail than is
necessary for a fundamental understanding of the invention,
the description taken with the drawings making apparent to
those skilled in the art how the several forms of the invention
may be embodied in practice.

FIGS. 1a-b illustrate one embodiment of the present sys-
tem in a non-inflated configuration (FIG. 1a) and in an
inflated configuration (FIG. 1) showing protrusion of iso-
lated balloon regions.

FIG. 2a is a drawing of one end of the constraining struc-
ture ina magnified view containing 2 rings and one end crown
of'the CS when the CS is not expanded by the balloon.

FIGS. 2b6-d illustrate one end of the constraining structure
while expanding from a collapsed state (FIG. 2b), through a
partially expanded state (FIG. 2¢) to a fully expanded state
(FIGS. 24d).

FIGS. 3a-c illustrate a CS having three end strut configu-
rations that lead to: a decrease in CS length (FIG. 3a), an
increase in CS length (FIG. 3b) or no change in CS length
(FIG. 3¢) when the CS is expanded.

FIGS. 4a-b schematically illustrate a ring loop having a
small radius of curvature (FIG. 4a) and a ring having a loop
with a relatively large radius of curvature (FIG. 45).
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FIGS. 5a-b illustrate strut buckling (FIG. 54) and ring
failure (FIG. 5b) in an experimental prototype.

DETAILED DESCRIPTION OF THE PREFERRED
EMBODIMENT

The present invention relates to a balloon catheter system
which can be used to open stenosed vessel region while
minimizing vessel wall trauma and dissections and providing
localized forces to discrete lesion regions and a homogeneous
distribution of forces along the lesion.

The principles and operation of the present invention may
be better understood with reference to the drawings and
accompanying descriptions.

Before explaining at least one embodiment of the invention
in detail, it is to be understood that the invention is not limited
in its application to the details set forth in the following
description or exemplified by the Examples. The invention is
capable of other embodiments or of being practiced or carried
out in various ways. Also, it is to be understood that the
phraseology and terminology employed herein are for the
purpose of description and should not be regarded as limiting.

Attempts to traverse the limitations of standard angioplasty
balloon catheters using cutting or scoring elements have met
with limited clinical success.

In a previously filed patent application (U.S. patent appli-
cation Ser. No. 13/044,425, filed Mar. 9, 2011, the entire
disclosure of which is hereby incorporated by reference), the
present inventors described a balloon catheter that includes an
expandable constraining structure (CS) positioned over an
angioplasty balloon. The constraining structure was config-
ured such that when the balloon was inflated to a diameter
larger than that of the expandable constraining structure, iso-
lated balloon regions protruded from openings in the expand-
able constraining structure. Such a unique configuration pro-
tected the vessel wall from the effects of balloon unfolding
and uneven inflation while also enabled application of local-
ized forces to a discrete plaque region.

In order to enable a delivery state and expansion in the
vessel (and enable isolated balloon regions to protrude there-
through), the expandable constraining structure of U.S. patent
application Ser. No. 13/044,425 is preferably constructed
from several axial struts crossing several radially-expandable
rings (forming a cage with balloon openings). The radially
expandable rings must be compressed for delivery and
expanded for operability and should preferably assume a
linear circumferential configuration when expanded such that
isolated balloon regions protruding through the expandable
constraining structure contact substantially linear surfaces.

Thus, the operability of the expandable constraining struc-
ture, and in particular its ability to compress and expand
without applying excessive strain to its structural elements
and upon the balloon, largely depends on the radially expand-
able rings and connection therebetween.

Expansion through large diameter ranges can strain the
struts and rings, leading to ring failure or strut deformation
(see Example section).

Thus, the present inventors continued to experiment with
various expandable constraining structure designs, and par-
ticularly with various radially expandable rings designs, in
efforts to improve the operability of the expandable con-
straining structure.

As is described hereunder and in the Examples section
which follows, the present inventors have devised a radially
expandable ring configuration that substantially enhances the
operability of the expandable constraining structure.
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Thus, according to one aspect of the present invention there
is provided a system for performing angioplasty in a subject
(e.g. a human subject).

The system includes a balloon mounted on a catheter shaft
and an expandable constraining structure mounted over the
balloon (in a coaxial arrangement), and fixedly attached at its
distal and proximal ends to the catheter shaft.

The catheter can be any catheter configuration suitable for
use in angioplasty procedures. The catheter can be configured
for over-the-wire or a rapid exchange delivery and can
include suitable connectors for wire insertion, inflation and
the like at its proximal end. The catheter shaft can be any
length and diameter suitable for angioplasty of peripheral,
coronary or cerebral blood vessels. Suitable lengths (L) and
diameters (D) canbe in the range ofabout 5-30mm L, 2-5 mm
D for coronary applications and 20-300 mm L[, 2-12 or more)
mm D for peripheral vessels applications.

The balloon can be a compliant, a semi-compliant or a
non-complaint balloon fabricated from nylon, Pebax and the
like at dimensions selected from a range of about 5-300 mm
in length and about 2-12 (or more) mm in diameter. The
balloon can be cylindrical, or any other shape known in the
art.

The expandable constraining structure includes a plurality
of axial struts crossing a plurality of radially-expandable
rings. The struts and rings form a cage-like structure that
expands with balloon expansion, but constrains the balloon
such that isolated balloon regions protrude through openings
in the cage structure when the balloon is inflated therein.

Thus, the expandable constraining structure provides pro-
tection of vessel wall/plaque from shear forces caused by
balloon unfolding, protection from uneven expansion during
radial dilatation, and strain relief zones through isolated bal-
loon protrusions.

The expandable constraining structure is configured such
that radial expansion of the radially-expandable rings does
not substantially alter a distance between any two axially
adjacent rings while shifting circumferentially-adjacent axial
struts (interconnecting the two adjacent rings) in opposite
directions (e.g., one strut shifts in a proximal direction, while
its circumferentially-adjacent strut shifts in a distal direc-
tion).

Such an expansion profile can provide several advantages:

(1) the radially expandable rings do not substantially shift
axially with respect to the balloon and thus do not apply
frictional forces thereto during inflation;

(i) such an expandable constraining structure can be con-
figured such that its length increases, decreases or remains
constant during expansion; since balloons can also change
during inflation, such a feature can further reduce strain on the
expandable constraining structure and/or balloon; and

(ii1) expandable constraining structure can match changes
in length of the balloon during inflation, thus enabling fixedly
attaching the CS to the catheter shaft on both sides of the
balloon without a need for length compensation design ele-
ments.

FIGS. 1a-3c illustrate angioplasty systems that include
expandable constraining structures constructed inaccordance
with the teachings of the present invention.

Referring now to the drawings, FIGS. 1a-5 illustrate one
embodiment of an angioplasty system which is referred to
herein as system 10. FIG. 1a illustrates a system 10 in a
collapsed (delivery) configuration, while FIG. 15 illustrates
system 10 in an expanded configuration.

System 10 includes a catheter 12 having a shaft 14 which is
fabricated from one or more concentrically arranged hollow
tubes (typically 3) fabricated from a polymer such as Nylon,
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Pebax, HDPE, LDPE, PTFE, Polyimide and the like. A bal-
loon 16 is mounted on a distal end region 18 of shaft 14 and
is inflatable via an inflation lumen that extends the length of
shaft 14 from balloon 16 to ahandle/connector (not shown) of
system 10 mounted on the proximal end of shaft 14. Balloon
16 is fabricated and bonded onto shaft 14 using well known
prior art approaches.

An expandable constraining structure 20 (referred to here-
under as CS 20, a portion of which is shown separately in F1G.
2a) which is tubular in shape is mounted over balloon16 in a
co-axial arrangement. CS 20 is fixedly attached with respect
to shaft 14 via two end rings 22, each being connected to a
terminal radially expandable ring 24 (proximal ring—26,
distal ring—28) of CS 20 via one or more end struts 30. The
region of CS 20 encapsulating balloon 16 includes a plurality
of axial struts 32 [also referred to herein as strut(s) 32] cross-
ing a plurality ofradially expandable rings 24 [also referred to
herein as ring(s) 24|. Rings 24 and struts 32 form a grid with
opening 34 through which isolated balloon region 36 pro-
trude (0.2-0.7 mm above the surface of CS 20) upon inflation
of the balloon to a pressure of 2-3 atmospheres or more and
form pillow like structures 37 of 0.2-3.5 mm (preferably 1-3
mm) in length and width (FIG. 15) with rings 24 and struts 32
forming depressions therebetween. Such pillow-like struc-
tures 37 are formed upon inflation since CS 20 expands to a
diameter which is less than the diameter of the inflated bal-
loon 16.

CS 20 can be fabricated from welded superelastic wire
(having a round or rectangular profile), or it can be laser cut
from a tube/sheet. Rings 24 and struts 32 can be fabricated
from a superelastic alloy such as Nitinol and have a thickness
01 0.04 to 0.12 mm (indicated by TR and TS in FIG. 2a).

Any number of rings 24/struts 32 can be used in CS 20. For
example, CS 20 can include a number of rings 24, e.g. 4-80
and 2-6 struts 32. The number of rings 24 can be determined
by the balloon length divided by two or three. Forty rings 24
and 4 struts 32 are shown in FIGS. 1a-b for an 80 mm length
balloon. The number of rings 24, and to a lesser degree struts
32 used in CS 20, can depend on the application (type of
vessel) and diameter of vessel treated, and the length of bal-
loon 16 used. For example, in peripheral angioplasty, system
10 can utilize a balloon having a diameter of 3.0 mm and
length of 80 mm and, as such, can include a CS 20 having 4
struts 32 and about 40 rings 24, resulting in 156 openings 34.
Generally a CS 20 having 8-400 openings 34 can be formed,
such as at least about 50, in some embodiments at least about
100 or 200. When used in angioplasty, the length of isolated
balloon regions 36 is preferably selected so as to enable
application of an inflation force to discrete stenosed regions
5-30 mm in length and 2.0-12.0 mm in diameter. Thus, in such
cases, the length of balloon 16 dictates the number of rings 24.
The CS will typically create at least about 1, at least about 1.5
and in some implementations at least about 1.75 pillows in the
inflated balloon per 1 mm of inflated balloon, length, depend-
ing upon desired clinical performance.

As is mentioned hereinabove rings 24 have a unique struc-
ture and unique strut 32 interconnections.

FIG. 2a is a magnified flat view of 2 rings 24 (proximal
terminal ring 26 and adjacent ring 40) and portions of 4 struts
32 that interconnect rings 24 when CS is collapsed (for deliv-
ery). Since CS 20 is a cylinder, it is flattened for the purpose
of illustration by separating strut 32 into halves 44 and 46.
FIG. 2a also shows end ring 22 (having a width of about
0.25-1.5 mm, indicated by RW in FIG. 2a) which is connected
to ring 26 through angled couplers 31 (three triangular-
shaped couplers shown) and three end struts 30 (one end strut
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8
30 separated into halves 48 and 50). The width of end ring 22
and attached couplers 31 can be about 1.5-6 mm (indicated by
EW in FIG. 2a).

Inthe collapsed configuration, rings 24 are preferably con-
figured with peaks 52 and valleys 54 (peaks 52 face left in the
Figures) forming an undulating omega loop 56 (one omega
loop 56 emphasized in FIG. 2a) path. Peaks 52 and valleys 54
are curved to facilitate linearization of omega loops 56 during
expansion of CS 20. The path between peak 52 and valley 54
of two contiguous omega loops 56 forms a sine wave/curve.

Expansion of ring 24 nearly linearizes each sine curve.
Therefore the sine radius has to be large enough in order not
to develop high strains in ring 24 and fail. The preferred sine
radius is about 0.3-0.5 mm. The overall length of the sine path
(darkened line referenced by LS in FIG. 24a) is smaller than
the circumference of inflated balloon 16. For example for a 3
mm diameter balloon the circumference is 3xm and the sine
length is 2.8xm. This length is determined by the strains that
form in ring 24 upon inflation (these strains increase with
shorter sign length). This sine length is also small enough to
form pillow-like structures 37 (between about 0.2 to 0.5 mm
in height beyond the radially outwardly facing surface of the
adjacent CS). These two parameters (sine length and sine
radius) dictate the sine amplitude, in this example (for 3 mm
balloon) about 1.4 mm, and also dictate a minimum for the
distance between adjacent rings 24. FIGS. 25-d illustrate
expansion of CS 20 showing linearization of rings 24 and
struts 32 (to final shape in FIG. 2d) while maintaining dis-
tances between adjacent rings 24 and struts 32 substantially
unchanged.

Any number of omega loops (e.g., one or two or three or
four or more) can be included in ring 24. However, in cases
where rings 24 need to tightly fit over a folded balloon 16 in
order to accommodate delivery thru tight lesions, the rela-
tively large sine radius and small overall diameter of com-
pressed ring 24 can dictate two sine waves per ring 24 (two
peaks 52 and two valleys 54) in a balloon less than 4.5 mm
(inflated diameter). A balloon 4.5 mm or larger (inflated
diameter) can accommodate three sine waves per ring 24
(three peaks 52 and thereto valleys 54) and can be compressed
for delivery to about 1 mm or slightly more (e.g. 1.2 mm).

Struts 32 (four in FIG. 2a) interconnect rings through peaks
52 and valleys 54 (peak-to-peak, valley-to-valley). Struts 32
can follow a linear or slightly undulating path along the length
of CS 20. The latter is preferred since rings 24 are more
efficiently packed (lengthwise) by circumferentially offset-
ting peak 52/valleys 54 of adjacent rings 24.

An undulating path (for strut 32) can also be advantageous
due to deformation of strut 32 upon expansion of CS 20. The
ends of strut 32 are attached to the rings 24 and therefore are
forced to the relatively small diameter of the rings 24 on
expansion. At the same time, the middle area of strut 32 is
being pushed outwardly by the pressure of balloon 16, and
thus, strut 32 arcs radially outward. A linear strut 32 would
thus shorten upon expansion due to arcing. Such shortening
between adjacent rings 24 can then result in shortening of the
overall length of CS 20 and generation of high axial compres-
sion forces on the balloon. The undulating path of strut 32
mitigates this shortening: as pillows are formed on both sides
of'strut 32 they apply a force to strut 32 that linearize the strut
and mitigates shortening. The magnitude of undulation can
control the magnitude of shortening mitigation and can be
selected such that the shortening is minimal and distance
between rings is kept substantially constant.

As is shown in FIGS. 26-¢, when CS 20 expands (during
balloon inflation), peaks 52 and valleys 54 linearize, thereby
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linearizing omega loops 56 from about O degrees to about 180
degrees to form a substantially linear ring 24 (FIG. 2¢).

During expansion, adjacent struts 24 (60 and 62 in FIGS.
2a-c) shift in opposite axial directions; this is due to the fact
that peaks 52 move in a direction opposite to valleys 54.

As is mentioned hereinabove, CS 20 is attached to catheter
shaft 14 either directly, or to the balloon neck overlying the
shaft, via two end rings 22 each connected via one or more
end struts 30 to a terminal ring 24 (designated 26 and 28). End
rings can be connected directly to end struts 30 or through a
pair of angled couplers 31 (FIG. 2a). Use of such couplers 31
enables use of shorter end struts 30 thus making these rela-
tively long and thin struts more stable.

The number of end struts 30 (on each side) can be half that
of the number of struts 32. For example, in a CS 20 having 4
struts 32 (and any number of rings 24), an end ring 22 is
connected to a terminal ring 24 (26 or 28) via 2 struts 30.

End rings 22 can be fixedly attached to shaft 14 preferably
via thermal bonding crimping and/or adhesive bonding. End
rings 22 are configured as zigzag rings with an amplitude of
approximately 1 mm or shorter. End rings 22 are preferably
connected via one or more struts 30 to external peaks 52 of
terminal ring (26 or 28) although other connection configu-
rations are also contemplated herein.

Since inflation of balloon 16 causes terminal rings 26 and
28 to expand and peaks 52 to linearize, connecting struts 30
(on both sides of CS 20) to a peak 52 of terminal ring 26 and
a peak 52 of terminal ring 28 (which is on the same strut 32)
can cause buckling (inward or outward arcing) of CS 20 and,
as such, it is less preferred. To avoid such buckling, end rings
22 are preferably connected via strut 30 to a peak 52 of one
terminal ring (e.g. 26) and a valley 54 of the opposite terminal
ring (e.g. 28) in such a configuration that the connection does
not span the same lengthwise strut 32.

FIGS. 3a-cillustrate a CS 20 which has 3 different end ring
22-strut 30-terminal ring 26 and end ring 22-strut 30-terminal
ring 28 configurations which follow the above alternating
peak 52—valley 54 connection. As is further described here-
inunder, each configuration provides CS 20 with unique
expansion properties.

In FIG. 3a, the left side end ring 22 is connected via two
struts 30 to two peaks 52, while the right side end ring 22 is
connected via two struts 30 to two valleys 54 (which are offset
from peaks 52 and thus are not on the same lengthwise strut
32). In such a configuration, CS 20 will want to shorten by
approximately one sine amplitude when expanded by the
balloon and as such, CS 20 will track with balloon expansion
(balloon also shortens during expansion due to formation of
pillows on its surface).

In FIG. 3b, the left side end ring 22 is connected via two
struts 30 to two valleys 54, while the right side end ring 22 is
connected via two struts 30 to two peaks 52 (which are offset
from peaks 52 and thus are not on the same lengthwise strut
32). In such a configuration, CS 20 will want to lengthen by
approximately one sine amplitude upon expansion by the
balloon however since it cannot lengthen (it is fixed to cath-
eter shaft) CS 20 will buckle at the terminal struts/rings.

In FIG. 3¢, the left side end ring 22 is connected via two
struts 30 to two peaks 52, while the right side end ring 22 is
connected via two struts 30 to two peaks 52 (which are on the
same lengthwise strut 32). In such a configuration, CS 20 will
maintain the same length upon expansion and as such it might
buckle at the terminal struts/rings (see the Examples section
for further detail).

System 10 can be fabricated using conventional balloon
catheter components, such as metallic hypotube and/or poly-
mer tubes for fabrication of the catheter shaft, an inflation hub

10

15

20

25

30

35

40

45

50

55

60

65

10

at the proximal end, a polymeric guide wire lumen adapted to
receive the guide wire, and an inflatable balloon 16 at its distal
end. The balloon catheter components are attached to each
other using techniques that are known in the art such as
thermal bonding and adhesives.

CS 20 is preferably fabricated using laser cutting technique
in which the CS pattern is cut from a Nitinol tube. CS 20 can
then be electropolished and heat treated to form an inner
diameter smaller than that of the folded balloon. CS 20 is
mounted over balloon 16 and positioned relatively to the
balloon such that rings 24 are positioned over the working
length of balloon 16 (balloon cylindrical section in between
the balloon tapers) and end rings 22 are positioned over the
catheter shaft or balloon legs on both sides of balloon 16. End
rings 22 are thermally bonded to the catheter shaft or the
balloon legs.

System 20 can be used in angioplasty as follows. System 20
can be guided to the stenosed region over a guide-wire (not
shown) using well known angioplasty approaches. Once in
position, balloon 16 can be inflated to a point where it pro-
trudes through CS 20 such that isolated regions of balloon 16
apply an outward radial force to the plaque. Once the region
is sufficiently dilated, balloon 16 is deflated (thereby allowing
the CS 20 to recover its set configuration) and system 20 is
removed from the body.

Thus, the present invention provides an angioplasty system
which protects the vessel wall from the shear forces caused by
balloon unwrapping and radial and uneven expansion, as well
as enables provision of localized higher pressure forces to
specific lesion regions which are resistant, such as highly
calcified expansion-resistant plaque regions.

Balloon 16 of system 20 or pillow-like regions thereof can
be coated with a hydrophilic or hydrophobic coating to
enhance lubricity. Alternatively, balloon 16 of system 20 or
pillow-like regions thereof can be coated with a drug coating
containing an antiproliferative drug such as sirolimus or
paclitaxel using methods well known in the art.

As used herein the term “about” refers to +10%.

Additional objects, advantages, and novel features of the
present invention will become apparent to one ordinarily
skilled in the art upon examination of the following examples,
which are not intended to be limiting.

EXAMPLES

Reference is now made to the following examples, which
together with the above descriptions, illustrate the invention
in a non limiting fashion.

Prototype Testing

Several designs having different shaped rings and end strut
attachment configurations were fabricated and tested.

Such testing demonstrated that the shape of the ring loop is
critical for achieving expansion of balloon and constraining
structure and balloon constraint without ring failure and that
the end strut configuration (three types shown in FIGS. 3a-¢)
is crucial for limiting the stress on the end struts during
expansion of the constraining structure (CS).

FIGS. 4a-b illustrate two types of ring loops, one having a
small radius of curvature (top loop, FIG. 4a), and the other
having a relatively large radius of curvature (top loop FIG.
45b). The ring loop of FIG. 4a has a radius of 0.2 mm resulting
in a loop length of approximately 0.5 mm. The ring loop of
FIG. 4b has a radius of 0.5 mm, resulting in a loop length of
approximately 1.5 mm.

When a ring of CS 20 expands (under balloon inflation),
the radii of the peaks and valleys (formed by the zigzagging
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loops) grow and stresses and strains form along the radius
length maximizing at the peak/valley centers.

Since the loop of FIG. 4a needs to transition from a small
radius to a linear structure, the strains that developed therein
will be much larger than the strains on the loop of FIG. 45
which starts off having a larger radius (3x). As is shown in
FIG. 5, a prototype having ring loops similar to those of FIG.
4q failed at relatively low inflation pressures (12 atm) while a
prototype having loops similar to those of FIG. 46 was
inflated to a pressure above 12 atm without any ring failure.

Testing of several prototypes also revealed that an end strut
configuration of CS is important for maintaining CS integrity
during inflation. FIG. 5q illustrates a CS having a strut con-
figuration similar to that of FIG. 3¢. As is clearly shown in this
Figure, inflation of the balloon and expansion of the CS leads
to buckling of the end struts (similar behavior was observed
for CS having the strut configuration of FIG. 36). In contrast,
a CS having a strut configuration similar to that of FIG. 3a
(CS will shorten during inflation) maintained strut-ring integ-
rity during inflation and provided the best results.

It is appreciated that certain features of the invention,
which are, for clarity, described in the context of separate
embodiments, may also be provided in combination in a
single embodiment. Conversely, various features of the
invention, which are, for brevity, described in the context of'a
single embodiment, may also be provided separately or in any
suitable subcombination.

Although the invention has been described in conjunction
with specific embodiments thereof, it is evident that many
alternatives, modifications and variations will be apparent to
those skilled in the art. Accordingly, it is intended to embrace
all such alternatives, modifications and variations that fall
within the spirit and broad scope of the appended claims. All
publications, patents and patent applications mentioned in
this specification are herein incorporated in their entirety by
reference into the specification, to the same extent as if each
individual publication, patent or patent application was spe-
cifically and individually indicated to be incorporated herein
by reference. In addition, citation or identification of any
reference in this application shall not be construed as an
admission that such reference is available as prior art to the
present invention.

What is claimed is:

1. A system for performing angioplasty comprising:

(a) a balloon mounted on a catheter shaft and having a
longitudinal axis; and

(b) an expandable constraining structure including a plu-
rality of axial struts crossing a plurality of radially-
expandable rings configured for constraining said bal-
loon such that isolated balloon regions protrude through
openings in said constraining structure when said bal-
loon is inflated,

said expandable constraining structure being configured
such that radial expansion of said radially-expandable
rings does not substantially alter a distance between
adjacent radially-expandable rings along said longitudi-
nal axis,

wherein said expandable constraining structure is config-
ured such that radial expansion of said radially-expand-
able rings axially moves adjacent axial struts attached to
said adjacent radially-expandable rings in opposite
directions wherein said expandable constraining struc-
ture further includes first and second end rings for fix-
edly attaching said expandable constraining structure to
the catheter shaft.
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2. The system of claim 1, wherein said radially-expandable
rings are configured with peaks and valleys forming an undu-
lating omega loop path.

3. The system of claim 2, wherein said plurality of axial
struts interconnect said plurality of radially-expandable rings
at said peaks and said valleys.

4. The system of claim 2, wherein said undulating omega
loop path comprises a plurality of contiguous omega loops.

5. The system of claim 1, comprising at least 4 axial struts
crossing at least 4 radially-expandable rings, forming at least
16 of said openings.

6. The system of claim 1, wherein said first and second end
rings are connected to terminal radially-expandable rings via
N end struts, N being half of a number of said plurality of axial
struts.

7. The system of claim 6, wherein said N end struts of said
first end ring are connected to peaks of a first terminal radi-
ally-expandable ring, and said N end struts of said second end
ring are connected to valleys of a second terminal radially-
expandable ring.

8. The system of claim 6, wherein said N end struts of said
first end ring are connected to peaks of a first terminal radi-
ally-expandable ring, and said N end struts of said second end
ring are connected to peaks of a second terminal radially-
expandable ring.

9. The system of claim 6, wherein N equals 2.

10. The system of claim 1, wherein said plurality of axial
struts are fabricated from a super-elastic alloy having a thick-
ness within the range of from about 0.04 to about 0.12 mm.

11. The system of claim 1, wherein said plurality of radi-
ally-expandable rings are fabricated from a super-elastic
alloy having a thickness within the range of from about 0.05
to about 0.12 mm.

12. The system of claim 1, wherein said plurality of radi-
ally-expandable rings are capable of radially expanding from
a compressed state of 1 mm in diameter to an expanded state
of 6 mm in diameter.

13. The system of claim 1, wherein said plurality of radi-
ally-expandable rings form an undulating radial path when
compressed and a substantially linear radial path when
expanded.

14. The system of claim 1, wherein a length of said expand-
able constraining structure from said first end ring to said
second end ring is within the range of from about 5 mm to
about 300 mm.

15. The system of claim 1, wherein said isolated balloon
regions protrude about 0.1-0.5 mm from an outer surface of
said expandable constraining structure.

16. The system of claim 1, wherein said balloon is coated
with a drug.

17. The system of claim 16, wherein said drug coating
contains a drug or a drug and one or more excipients.

18. The system of claim 17, wherein said drug is an anti-
proliferative drug.

19. The system of claim 16, wherein said drug coating is
coated on said isolated balloon regions that protrude through
said openings.

20. The system of claim 19, wherein said isolated balloon
regions protruding through said openings are about 1-5 mm in
length and about 1-3.5 mm in width.

21. A method of treating a body vessel comprising:

(a) positioning, in the vessel, a balloon disposed within an
expandable constraining structure including a plurality
of axial struts crossing a plurality of radially-expandable
rings configured for constraining said balloon such that
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isolated balloon regions protrude through openings in
said expandable constraining structure when said bal-
loon is inflated;
said expandable constraining structure being configured
such that radial expansion of said radially-expandable
rings:
(1) does not substantially alter an axial distance between
adjacent radially-expandable rings; and
(ii) axially moves adjacent axial struts attached to said
adjacent radially-expandable rings in opposite direc-
tions; and
(b) inflating said balloon so as to enable said isolated bal-
loon regions to protrude through said openings and con-
tacta wall of the vessel while said plurality of axial struts
and said plurality of radially-expandable rings are dis-
placed from the vessel, thereby treating the body vessel.
22. The method of claim 21, wherein (b) is effected by
inflating said balloon to at least 3 atm.
23. The method of claim 21, wherein the vessel is an artery
and the treatment is angioplasty.
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